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1. Sponsor: Siemens Medical Solutions, Inc.,
Ultrasound Division
685 East Middlefield Road
Mountain View, California 94043

Contact Person: Shelly Pearce
Telephone: (650) 694-5988
Fax: (650) 694-5580

2. Device Name: Acuson Sl0O0O~ Diagnostic Ultrasound System

Common Name: Diagnostic Ultrasound System

Classification:

Regulatory Class: 11
Review Category: Tier 11
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FIR # 892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FIR # 892.1560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FIR # 892.1570 Product Code 90-ITX
Diagnostic Ultrasound Catheter FIR # 870.1200 Product Code OBJ

3. Legally Marketed Predicate Devices

The Acuson S1iDOOTM Ultrasound System is substantially equivalent to the company's own
S3000 Ultrasound System (Ki122825).

4. Device Description:

The S 1 0 0 0 TM Ultrasound System is a multi-purpose mobile, software controlled diagnostic
ultrasound system with and on-screen display for thermal and mechanical indices related to
potential bio-effect mechanisms. Its function is to acquire primary or secondary harmonic
ultrasound echo data and display it in B-Mode, M-Mode, Pulsed (PW) Doppler Mode,
Continuous (CW) Doppler Mode, Color Doppler Mode, Amplitude Doppler Mode, a combination
of modes, or Harmonic Imaging and 3D/4D Imaging on a Flat Panel Display. It is substantially
equivalent to the S3000 system (K1 22825) which is a legally marketed device.

5. Intended Use

The 51 0 0 0 TM ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, lntraoperative, Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic,
Neonatal/Adult Cephalic, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral
Vascular applications.

The system also provides the ability to measure anatomical structures {fetal, abdominal,
intraoperative, intraoperative neurological, pediatric, small organ, neonatal cephalic, adult
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cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral vessel, musculo-
skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac) and calculation
packages that provide information that provide information to the clinician that may be used
adjunctively with other medical data obtained by a physician for clinical diagnosis purposes.

The Arterial Health Package (AHP) software provides the physician with the capability to
measure Intima Media Thickness and the option to reference normative tables that have been
validated and published in peer-reviewed studies. The information is intended to provide the
physician with an easily understood tool for communicating with patients regarding state of their
cardiovascular system. This feature should be utilized according to the 'ASE Consensus
Statement; Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of
Echocardiography; Carotid Intima-Media Thickness Task Force, Endorsed by the Society for
Vascular Imaging".

The Acuson Acunav Ultirsound Catheter is intended for intra-cardiac and intra-luminal
visualization of cardiac and great vessel anatomy and physiology, as well as visualization of
other devices in the heart of adult and pediatric patients.

6. Summary of Technological Characteristics - New Device Compared to Predicate

Acuson Acuson
Feature / Characteristic S11ooo S3000

K122826

Indications for Use:

* Fetal
*Abdominal 4
* ntraolperative abdominal and

vascular
a lntraoperalive neurological---
a Pediatric
a Small Organ4

* Neonatal cephalic
* Adult Cephalic
*Cardiac 4
* Trans-esophageal ,

* Transrectal
* Transvaginal 4

a Peripheral vessel
* Laparoscopic -

* Musculo-skeletal (conventional)
* Musculo-skeletal (superficial)

Center Frequencies Supported:

*2.0 MHz
*3.0 MHz
*3.2 MHz
*3.3 MHz
*4.2 MHz

4. 4MHz

81000 510(k) Submission
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Acuson Acuson
Feature!I Characteristic 81000 83000

K122825

*4.8 MHz

*5.0MHz

*5.2MHz '

6. tMHz '
6. 5MHz '

*6.9 MHz

*9.5 MHz '

*10.0 MHz '
Modes:

BS
* Parallel processing in B mode '
*M 4
*PWD (Pulsed Wave Doppler) '

* WO (Continuous Wave Doppler) '
D (Color Doppler) 4

* Amplitude Doppler '
Combined (BMDC)

Features:

Quad processing in color '
* Native'- tissue harmonic imaging '

* SieScape T. panoramic imaging44

* Color SieScapeTM panoramic44
imaging ______

* 3-Scape " real-time 3D imaging 4
* fourSightTm 4D transducer44

technology
* TEDTK ultrasound technology '
* Cardiac Imaging '

physiological signal display
*syngo (® Auto OR measurements 4

m Advanced SieClearl m spatial4
compounding

* STIC (Fetal Heart Imaging)44

* Amnioscopic rendering '
n Cadence contrast agent imaging 44
m ClarifyTM vascular enhancement44

technology
* eSieM- Touch elasticity imaging 4'

eSie Fusion4

* syngo 0 Auto Left heart '
* syngo ® Velocity Vector Imaging 4'
* Semi Auto-segmentation (eSie 4'

Calc)
* Custom Tissue Imaging / Speed of S'

Sound
AHP44

Is Monitor: FPD 4'

S1000 510(k) Submission
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Acuson Acuson
Feature I Characteristic S1000 S3000

K122825

Output Display Standard (Track 3) q4 q

Patiet CotactMateialsTested to ISO Tested to ISO
PatentConac Maerils10993-1 10993-1

UL 60601-1 Certified 4'
Indications for Use 4'

7. A brief discussion of nonclinical tests submitted, referenced, or relied on in
the 510(k) for a determination of substantial equivalence.
The device has been evaluated for acoustic output, biocompatibility, cleaning and disinfection
effectiveness as well as thermal, electrical, electromagnetic and mechanical safety and has
been found to conform with applicable medical device safety standards. The system complies
with the following voluntary standards:

* UL 60601-1, Safety Requirements for Medical Equipment
* lEO 60601-2-37 Diagnostic Ultrasound Safety Standards
* CSA 022.2 No. 601-1, Safety Requirements for Medical Equipment
" AIUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment
* AIUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound
* 93/42/EEC Medical Devices Directive
* Safety and EMC Requirements for Medical Equipment

* EN/lEO 60601-1
" E N/lEC 60601 -1 -1
" EN/lEG 60601-1-2

* lEG 1157 Declaration of Acoustic Power
* IS0 10993-1 Biocompatibility

Cleared patient contact materials, electrical and mechanical safety are unchanged.

8. A summary discussion of the clinical tests submitted, referenced, or relied on for a
determination of substantial equivalence.
Since the S1000 uses the same technology and principles as existing devices, clinical data is
not required.

9. Summary
Intended uses and other key features are consistent with traditional clinical practice and FDA
guidelines. The design and development process of the manufacturer conforms with 21 CFR
820 Quality System Regulation and ISO 13485:2003 quality system standards. The product is
designed to conform with applicable medical device safety standards and compliance is verified
through independent evaluation with ongoing factory surveillance. Diagnostic ultrasound has
accumulated a long history of safe and effective performance. Therefore it is the opinion
of Siemens Medical that the S1000 is substantially equivalent with respect to safety
and effectiveness to devices currently cleared for market.

S1000 510(k) Submission



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service> 4 ; Food and Drug Administration
'4~ 10903 New Hampshire Avenue

Document Control Center - W066-0609
Silver Spring, MD 20993-0002

March 21, 2013
Siemens Medical Solutions, Inc.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
139425 1hStreet NW
BUFFALO MN 55313

Re: K130619
Trade/Device Name: S 1000OT Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic Pulsed Doppler Imaging System
Regulatory Class: Class 11
Product Code: IYN, IYO, ITX and OBJ
Dated: March 6, 2013
Received: March 7, 2013

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.

The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

This determination Of Substantial equivalence applies to the following transducers intended for
use with the S 1000 Diagnostic Pulsed Doppler Imaging System, as described in your premarket
notification:

Transducer Model Numbers

CW2 14L5 I4L-5SP AcuNav IOF
CW5 4P1 9EVF4 V7M
4C1 V5Ms 7CF2 6CIHD
EC9-4 6C2 4V~c 61-3
9L4 4VI EV8C4
8V3 10V4 AcuNav 8F
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If your device is classified (see above) into either class If (Special Controls) or class IIl (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 1), please
go to http://wwwv.fda.gov/AboutFDA/CentersOftices/CDRI/ CDRH-IffiCeS/LICInII 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
litt://xvww.['dagov/'Medicalflevices/Safets/RepoitaProblemi/deau It.htrn for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
littp://wwwk. fdajzov/MedicalDevices/Resourcesfor-YOL/lnduistrv/default.htmn

Sincerely yours,

for
Jan ine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure
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1.3 Indications for Use

A. 510(k) Number (if known):

Device Name: Sl1ooO0hDiagnostic Ultrasound System

Indications for Use:
The S1 0 0 0 TM ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, lntraoperative, Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic,
Neonatal/Adult Cephalic, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral
Vascular applications.

The system also provides the ability to measure anatomical structures (fetal, abdominal,
intraoperative, intraoperative neurological, pediatric, small organ, neonatal cephalic, adult
cephalic, cardiac, trans-esophageal; transrectal, transvaginal, peripheral vessel, musculo-
skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac} and calculation
packages that provide information that provide information to the clinician that may be used
adjunctively with other medical data obtained by a physician for clinical diagnosis purposes.

The Arterial Health Package (AHP) software provides the physician with the capability to
measure Intima Media Thickness and the option to reference normative tables that have been
validated and published in peer-reviewed studies. The information is intended to provide the
physician with an easily understood tool for communicating with patients regarding state of their
cardiovascular system. This feature should be utilized according to the "ASE Consensus
Statement; Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of
Echocardiography; Carotid Intima-Media Thickness Task Force, Endorsed by the Society for
Vascular Imaging".

The Acuson Acunav Ultrsound Catheter is intended for intra-cardiac and intra-luminal
visualization of cardiac and great vessel anatomy and physiology, as well as visualization of
other devices in the heart of adult and pediatric patients.

Prescription Use -_ X AND/OR Over-The-Counter Use ___

(Padt 21CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diag-nostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 1 0(k)

S10O0 510(k) Submission PageS5 of 28
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1.3 Indications for Use Forms
Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: ACUSON S1000 Ultrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

I Mode of Operation

Clncl plcain A WDCD Color Apiue Color ICombined Other
ClincallpplcDtinpMlWDr Velocity (Specfy (Specify)

Ophthalmic

Fetal - IN N N N N N BMOC Note 2,3,4,5,7,8,10.
_____________11. 13

Abdominal - N N IN N N N BMDC Note 2,3,4,5,7.8, 10,
_______________ ____11, 13,16

lntraolperative N IN IN N IN N BMOC Note 2,3,4.5.7.8,10
(Note 9) _ _ _ 11, 14
lntraolperative N IN N N N BMDC Note 2.3,4.5.7,8,10.
Neurological __ __ 11, 14

Pediatric N N N N N N BMDC Note 2,3.4,5,7,8,10

Small Organ - N N N IN N N BMDC Note 2,3,4.5,7.8.10,
(Note 1) 1____ ______ 11,14. 16

Neonatal Cephalic N IN N N N N BMDC Note 2,3,4.5.7,8,1 0

Adult Cephalic - N IN N N N N BMDC Note 2,3,4,5,7,8,10

CricN IN N IN N N BMC Note
Cardac -BMDC 2,3,4,5,6.7,8,10.15

Trans-esophageal N N N N N N BMDC Note 4

TaseilN N N N N BMC Note 2,3.4.5,7,8.1 0.
TransectalBMDC 11.14

Transvaginal N IN N N N BMDC Note 2,3,4,5,7,8.10,
____________________________11

Transurethral
Intravascular
Peripheral vessel N N N N N N BMDC Note2,3,4,5,6.,T8,10,

_______________ _____11,14,15

Laparoscopi .c
Musculo-skeletal - N N N N IN N Nt .,,,.,0

Conventional B~~MOC Nt ,,.,,,0
Convntioal ___________11.14

Musculo-seletal N N N N N IN SMC Note 2,3,4,5,7,8, 10,
Superficil MO 11,14
Other (specify) N N N N NN BMDC Note 3.4.6, 10
Neonatal CardiacII

N = new indication; P =previously clearedt by FDA K1 21138, 122825

Note 1 For example: breast, testes, thyroid, penis, prostate etc Note 2 Ensemble tissue harmonic imaging
Notea 3 SicClear mult-view spatial compounding Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging Note 8 Power SieScape panoramic imaging
Note 9 For example: vascular, abdominal Note 10 Clarify VE vascular enhancement technology
Note 11I Advanced Sieclear spatial compounding Note 13 STIC
Note 14 eSien' Touch elasticity imaging/I FTI Note 15 .AHP
Note 16 Custom Tissue Imaging

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 1 0(k)

S1000 510(k) Submission Page 6 of 28
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Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: CW2 Probe for use with ACUSON Sloan
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application_ AJB M PWD CWD Color, Amrlitude Caoloiry Combined Other
Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic
Fetal P
Abdominal P
lintraolperative
(Note 9)
lntraoiperative
Neurological
Pediatric P
Small Organ
(Note 1)
Neonatal Cephalic - -P

Adult Cephalic P
Cardiac P
Trans-esophageal
Transrectal
Transvaginal
Transurethiral
Intravascular
Peripheral vessel ______P

Laparoscopic
Musculo-skeletal

Conventional
Musculo-skeletal
Superficial
Other (specify) I

N = new indication: P =previously cleared by FDA K# 121138,.122825

Additional Comments:

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 9 For example: vascular, abdominal

Concurrence of CDRI, Office of In Vitro Diagnostics and Radiological H-ealth (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In I'ilro Diagnostic and Radiological Health
5 10(k)

S100O 510(k) Submission Page 7 of 28
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Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: CWS Probe for use with ACUSON S1000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ _________

Clinical Application A B M PWD CWD Color Amplitude Veloiyr Combined Other

OptamcDoppler jDoppler Imaging (Specify) (Specify)

Abdominal P
Intraolperative
(Note 9)
lintraolperative
Neurological
Pediatric P
Small Organ
(Note 1)
Neonatal Cephalic P _________

Adult Cephalic P
Cardiac P ____

Trans-esophageal
Transrectal
Tra nsvag in a
Transurethral _________

Intravascular
Peripheral vessel - - P ____

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

N = new indication: P =previously cleared by FDA K# 1211383.122825

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate. etc.
Note 9 For example: vascular, abdominal

Concurrence of CDPI-H, Office of In Vitro Diagnostics and Radiological Health (O1R)

(Division Sign Off)
Division of Radiological Health

Office of In Vitr Diagnostic and Radiological Health
5 1 0(k)

S1OOO 510(k) Submission Page 8 of 28
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Diagnostic Ultrasound Indications far Use Form

510 (k) Number (if known):

Device Name: ECS-4 Curved Array Transducer for use with ACUSON S1000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___________

ClnialApliaton A M PW CD Color Amnplitude Color Combined Other

-7 Imaging

Ophthalmic
Fetal P P P P P BMDC Note 2,3A,5,7,8,1 011
Abdominal P P P P P BMDC Note 2,3A45,6,,7,8,1 0, 11.
Intraoperative
Abdominal
lntraolperative
Neurological
Pediatric
Small Organ P P P P P RMDC Note 2,3,4,5.7,8,10.11,14
(Note 1)
Neonatal Cephalic P P P P P BMDC Note 2,3,4,5,7,8,10
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal P P P P P SMDC Note 2,3.4,5, 6, 7,8, 10.

________11,14

Transvaginal P P P P P BMDC Note 2.3.4,5,7,8.10.,11
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)
N = new indication; P =previously cleared by FDA K# 121138, 122825

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 . 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSieM Touch elasticity imaging/I FTI

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In litro Diagnostic and Radiological Health
5 10(k)

S1OOO 510(k) Submission Page 9 of 28
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 91_4 Linear Array Transducer for use with ACUSON $1000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A 6 Ml PWD CWD Color Amplitude Veloct Optali r Combined Other _____

-Doppler Doppler Vemagingy (Specify) (Specify)

Fetal P P P __ P P BMDC Note 2.3,4,5,7,8,10. 11
Abdominal
Intraoiperative
Abdominal
lntraoiperative
Neurological
Pediatric P P P P P BMDC Note 2.3,4.5.7,8,10. 11
Small Organ p p p Pp BMDC Note 2,3A4,5,6,7,8.10. 11,14,
(Note 1) 16
Neonatal Cephalic p p p p p sMoc Note 2,4,.81,1
Adult Cephalic P P P P P
Cardiac P P P P P BMDC Note 15
Trans-esophageal
Transrectal
TransvaginalI
Transurethral
Intravascular

Perihera vesel P PP P MDC Note 2,3,4.5,6 7.8,10, 11,
Perihera vesel P PP p MDC 14.15

Laparoscopic
Musculo-skeletal P P P p p BMDC Note 2.3,5,6,7,8,10. 11, 14
Conventional
Musculo-skeletal P P P p P BMDC Note 2.3,4,5.6,7,8,10. 11, 14
S uperficial
O-2ther (specify)

N = new indcation: P =previously cleared by FDA K#t 121138 122825

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSieTM Touch elasticity imaging / FTI
Note 15 AHP
Note 16 Custom Tissue Imaging

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vit-o Diagnostic and Radiological Health
5 1 0(k)

S1000 510(k) Submission Page 10 of 28



Siemens Medical Solutions, Inc. S1000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 14L_5 Multi-C Array Transducer for use with ACUSON Siaoa
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B IM PWD CWD Color Amplitude I Vel1ocity Cmie teL.......... 1 J Doppler Doppler jImaging (Specify) (Specify)

-FtlOphthalmic

Abdominal
lntraolperative
Abdominal
lntraoperative
Neurological
Pediatric
Small Organ P MC Note 2,3.4,5,7,8, 10,
(Note 1) p MC 11,14, 16
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal __

Transrectal
Tra nsv agina I
Transurethral
Intravascular

Perihera vesel P PP P MDC Note 2.3,4,5.6,
Perpheal essl P p pp pSM 1 7,8,10. 11. 14

-LaparoscoptI c
Musculo-skeletal P MC Note 2,3.4,5.7,8j10,
Conventional _____11. 14
Musculo-skeletal

[Other (specify)
N = new Indication; P =previously cleared by FDA K* 121138, 122825

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 8&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarity VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSie T" Touch elasticity imaging / FTi
Note 16 Custom Tissue Imaging

Concurrence of CDRI-, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 1 0(k)

SIOOO 510(k) Submission Page 11 of 28



Siemens Medical Solutions, Inc. S1000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4P1 Phased Array Transducer for use with ACUSON S1000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _______________

Clnca pliaio WDCD Color Apiue Color CombineFd Oher;

ClnclApiainPD CD Doppler Doppler Velocity (pcf Sp
1 1Imaging (Seiy (Sci)

Ophthalmic
Fetal P P P p p p BMDC Note 2,3,4,5,7,8,10
Abdominal P P P P P P RMDC Note 2,3,4,5.7,8,10
lntraopoerative
Abdominal
lntraoperative
Neurological
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic P P P P P P BMDC Note 2,3.4,5.7,8,10
Cardiac P P P P P P BMDC Note 2,3,4.5,6,8,10
Trans-esophageal
Transrectal ____

Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeietal
Superficial
Other (specify) 4__

N = new indication: P =previously cleared by FDA K# 121138, 122825

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

Concurrence of CDR-, Office of In Vitro Diagnostics and Radiological H-ealth (OIR)

(Division Sign Off)
Division of Radiological Health,

Office of/In Vitro Diagnostic and Radiological Health
5 1 0(k)

S1000 510(k) Submission Page 12 of 28



Siemens Medical Solutions, Inc. SIOON Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: 6C2 Curved Array Transducer for use with ACUSON S1000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

Clnia Coloraio I Color deCombined Other
ClnialApliatonM CD opipler jDoppler Velocity (Specify) (Specify)

Ophthalmic

Fetal P P P P P BMDC Note 2,3,4,5,7,8,10,
___________ ___11

AbdoinalP P P PBMDC Note 2,3,4,5,7,8.10,
Abomna P P PP MD 11, 14, 16

lntraolperative
Abdominal
lntraoperative
Neurological
Pediatric P P P P P BMDC Note 2,3,4,5.7,8,10,

Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral vessel - P P P P P BMDC Note 2,4,578,10.

Laparoscopic _________________

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P= previously cleared by FDA K# 121138, 122825

Additional Comments:
Note 2 Ensemble tissue harmonic imaging Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape reai-time 3D imaging
Note 7 B&W SieScape panoramic imaging Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology Note 11 Advanced Sieclear spatial compounding
Note 14 eSieTM Touch elasticity imaging / FTI Note 16 Custom Tissue Imaging

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 1 0(k)

81000 510(k) Submission Page 13 of 28



Siemens Medical Solutions, Inc. S1OO0 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Farm

510 (k) Number (if known):

Device Name: 4C1 Curved Array Transducer for use with ACUSON S1000
Intended Use: Ultrasound iain r fluid flow analysis of the human body as follows:

___________Mode of Operation __________ ____________________

Clnia AplctoI B M PV W Color Amplitude Color Combined Other
AlB M PW CD plDoope veilocity ('Specify) (Specify)

Ophthalmic

Fetal P P P P p p BMDC Note 2,3,4.5.7,8,10,
____ 11

Abdoina P P P P P P moc Note2,3,4,5.6,7,8,
Abdoina P P P P P P MDC 10, 11, 14,16

Intraoperative
Abdominal
lntraoperative
Neurological
Pediatric ____ _________

Small Organ P P P P p p BMDC
Neonatal Cephalic
Adult Cephalic
Cardiac P P P P P P BMDC
Trans-esophageal.
Transrectal
Transvaginal I
Transurethral _________

Intravascular _________

Peripheral vessel P P P P P P BMIDC
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal

[Othe(seiy
N = new indication: P =previously cleared by FDA K# 121138, 122825

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scope real-time 3D imaging
Note 6 Cadence contrast agent imaging Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging Note 10 Clarify YE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding ,Note 14 eSie' Touch elasticity imaging / FTI
Note 16 Custom Tissue Imaging

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of' Radiological Health

Office of/In Vitro Diagnostic and Radiological Health
5 1 0(k)

S1000 510(k) Submission Page 14 of 28



Siemens Medical Solutions, Inc. S1000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 6CIHD Curved Array Transducer for use with ACUSON S1000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ClnialAplcain B M PW CD Color lAmplitudel Color Combined Other
Doppler jDoppler imagingy (Specify) (Specify)

Ophthalmic

Fetal P P P P P p BMDC Note 2,3,4,5,7,8,10,
____ 11

Abdominal P P P P P P SMOC Note2.3,4,5.6.7,8.
__________ _____10. 11. 14. 16

lntraoperative
Abdominal
lntraoperative
Neurological
Pediatric
Small Organ P P P P P P BMDC
Neonatal Cephalic
Adult Cephalic
Cardiac P P P P P P BMOC
Trans-esophageal
Transrectal
Tra nsvag in a
Transurethral
Intravascular
Peripheral vessel P P P P P P BMADC
Laparoscopic
Muscu la-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P =previously cleared by FDA K#t 121138, 122825

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging Note 7 B&W SieScape panoramic imaging
NoteS8 Power SieScape panoramic imaging Note 10 Clarify VE vascular enhancement technology
Note I11 Advanced Sieclear spatial compounding Note 14 eSie M Touch elasticity imaging / FTI
Note 16 Custom Tissue Imaging

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological H-ealth (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 10(k)

S10OO 510(k) Submission Page 15 of 28



Siemens Medical Solutions, Inc. S1000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4V1 Phased Array Transducer for use with ACUSON 31000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _________

Clncl plcain AIBMPWDCWDI Color Amplitude Color Combined I Other
CDinical Appliatio VelocityI

Dople Dpper imaging (Specify) (Specify)

Ophthalmic
Fetal P P P P P BMDC Note 2,3.457.8,10

AbdoinalP P P PBMDC Note 2,3.4,5.7,8.10,
AbdoinalP P P pBMDC 14, 16

lntraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal _____

Transrecial
Tra nsv agin al
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
LOther(secfy

N = new indication: P =previously cleared by FDA K#t 121138, 122825

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SieClear multi view spatial compounding
Note 4 Tissue Egualization Technology Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology Note 11 Advanced Sieclear spatial compounding
Note 14 eSieN Touch elasticity imaging I FTI Note 16 Custom Tissue Imaging

Concurrence of CDRI-, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 10(k)

S1OOO 510(k) Submission Page 16 of 28



Siemens Medical Solutions, Inc. $1000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 10V4 Phased Array Transducer for use with ACUSON S1000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Colrca Aplcto AmplitudeCoo Combinedi OtherClnia Apliato PWD CWD j~lo velocityoppler Doppler Imain (Specify) (Specify)

Ophthalmic
Fetal P P P P P P RMDG Note 23,4,5,7,8,1 0
Abdominal P P P P P P BMDC Note 2,1,5,7,8.10
lntraolperative
Abdominal
lntraoperative
Neurological
Pediatric P P P P P P BMDC Note 2,3,4.5.7,8.10
Small OrganI
Neonatal Cephalic P P P IP P P BD0 Note 2.3,4,5.7,8.10
A;dult Cephalic I____
Cardiac P P P P .P P DM00 Note 3,4
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P P BD0 Note 2.3,4.5.7.8,10
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication: P =previously cleared by FDA K# 121138, 122825

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 D&W SieScape panoramic imaging
Notes8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (O1R)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 1 0(k)

S1000 510(k) Submission Page 17 of 28



Siemens Medical Solutions, Inc. SIOON Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 141_5 SP Linear Array Transducer for use with ACUSON S1000
Indications For Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation ______________________I

Clinical Application A I I I 1W CD Clr mltd Color Cmie te
IA I II coplr Amplue Velocity Cmiete

1(J J Dplr Dope Imaging J(Specify) (Specify)
Ophthalmic
Fetal

IAbdominal _________

Intraoiperative P P P P P BMADC Note 2,3,4,5,7,8,10
(Note 9)
lntraoperative P P P P P BMDC Note 2,3,4,5,7,8,10.
Neurological 11
Pediatric
Small Organ P MC Note 2,3,4,5,7,8.10.
(NoteD P1) PSO 11,14,16
Neonatal Cephalic
Adult Cephaltc
Cardiac P P P P P BMDC Note 15
Transesophageal
Transrectal
Transvagrnal
Transurethral
Intravascular

Perihera vesel P PP P MDC Note2,3,4.5,6
Perihera vesel P PP P MDC .7,8,10.11,14,15

Laparoscopic
Musculo-skeletal PpIV Note 2,3.4,5,7.8.10,
Conventional _____11,14

Musculo-skeletal
Superficial
Other_(specify) __ ____ _________

N =new indication, P =previously cleared by FDA K# 121138. 122825

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 15 AHP
Note 2 Ensemble tissue harmonic imaging Note 16 Custom Tissue Imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 9 For example: vascular, abdominal
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSie '- Touch elasticity imaging I FTI

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of/In I'm-c Diagnostic and Radiological Health
5 1 0(k)

31000 510(k) Submission Page 18 of 28



Siemens Medical Solutions, Inc. S10OO Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 7CF2 Curved array mechanical 3D transducer for use with ACUSON 31000
Intended Use: .Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _________

Cliicl ppictin A~ PD WO Coor Amplitude Coor CombinedL Other
Clnia Aplcto A IIWDCD Dop pler Doppler Velocity (Specify) (Specify)

j j ~J jImaging
Ophthalmic

FetalP P P PBMDC Note 2,31,4,5,7,8,10,
FetalP P P pBMDC 11.13

Abdominal P P P P P BMDC Note 2,3,4,5,7,8,10,
11, 13

lntraolperative
Abdominal
lntraoperative
Neurological
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic
-Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)
N = new indication; P =previously cleared by FDA K# 121138. 122825

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 13 STIC

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In V'itro Diagnostic and Radiological Health
5 1 0(k)

S1000 510(k) Submission Page 19 of 28



Siemens Medical Solutions, Inc. S1000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: SEVF4 Curved Array Transducer for use with ACUSON S1000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ ________

Clinical Application A B M PWD jCWVD Clr Ap i Velocity Cm ine te
- j Doppler Doppler{ Imaging (Specify)(Sefy

Ophthalmic
FetalP P P PBMDC Note 2,3.4,5,7,13,
Fetalp p p pSMOC 10.11, 13

Abdominal
lntraolperative
Abdominal
lntraolperative
Neurological
Pediatric
Small Organ

Neonatal Cephalic p p p p p BMDC Note 2.3,4,5,7,8,
________10,11

Adult Cephalic
Cardiac
Trans-esophageal
Transrectal

Transvaginal p p p p p BMDC Note 2,3,4,5,7,8.
10,11

Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

IN =new indication; P =previously cleared by FDA K#t 121138, 122825

Additional Comments:
Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 8&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 13 STIC
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 1 0(k)

81000 510(k) Submission Page 20 of 28



Siemens Medical Solutions, Inc. S1000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: VSMs Multiplane TEE Transducer for use with ACUSON 31000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

1 Color
Clinical Application A B M' PWD CWD Color Amplitude Velocity ICmbie Other

Doppe ope Imaging i(Specify) (Specify)

Ophthalmic
Fetal
Abdominal
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageall P P P P P P BMDC Note 4
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal

Serficial1
Othe r (specify)

IN = new indication; P = previously cleared by FDA K# 121138, 122825

Additional Comments:
Note 4 Tissue Equalization Technology

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 1 0(k)

S1000 510(k) Submission Page 21 of 28



Siemens Medical Solutions, Inc. S1000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 8V3 Phased Array Transducer for use with ACUSON $1000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ ________

Clinical Application A B M PWD CWD Coo Amliu eClor CmieOtr
Doppler Doppler Imaging (peiy (Specify)

Ophthalmic
Fetal P P P P P P SMOC Note 2,3.4,5,7,8,10
Abdominal
lntraoperative
Abdominal
lntraoperative
Neurological
Pediatric - P P P p p p SMDC Note 2.3,4,5.7,8,10
Small Organ II
Neonatal Cephalic P P P p p p SMOC Note 2,3,4,5.7,8.10
Adult Cephalic
Cardiac P P P P P P SMOC Note 3,4,68
Trans-esophageal
Transrectal
Tra nsvag in a
Transurethral
Intravascular
Peripheral vessel
-Laparoscopi c
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify) MC Nt3.,

N = new indication; P =previously cleared by FDA K#121138. 122825

Additional Comments:

Note 2 .Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office oflIn Vitro Diagnostic and Radiological Health
5 10(k)

S1000 510(k) Submission Page 22 of 28



Siemens Medical Solutions, Inc. S1000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnoistic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4Vlc Phased Array Transducer for use with ACUSON 51000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

Clinical _____ Appicaio A B M WDCW Color, Amplitude L Color CombinedT Other
Dopper Doppler Imaging (Seiyi (pcf)

Ophthalmic
Fetal P P P p p p BMIDC Note 234 5 7 810
Abdominal P p p p P P 13%M1)C Note 2345 7 810
lntraoperative P P P p p p RIIDC Note.2 3 45 7 810
Abdominal
lntraoperative p p p p P P HXIDC Note 2 34657 8 t0
Neurological
Pediatric p p P P P P BMIDC Note 2 345 7 810
Small Organ
Neonatal Cephalic ___________

Adult Cephalic - P P P p p p BMDC Note 2 34 5 78 10
BMDC Note 2 34 5 7810

Cardiac p p p p p p 15
Trans-esophageal
Transrectal
Transvaginal
Transurethral _________

Intravascular
Periperalvessl P P P P PBMDC Note 2 345 7 810

Periherl vsselP P P P p p15
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify) P P P P pPFND oe2345781
Neonatal CardiacP P P p pp[3D Noe2471

N = new indication: P =previously cleared by FDA K 121138. 122825

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 15 AHP

Concurrence of CDRH, Office Of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 1 0(k)

S1000 510(k) Submission Page 23 of 28



Siemens Medical Solutions, Inc. S1000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 6L_3 Transducer for use with ACUSON 51000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

_______ _______ Mode of Operation ______ _____________
Colo 1 Clor Combned OtherClinical Application A B M PWVD CWD Coo VApiu eloity (Seiy (pcf)

Doppler Doppler Iaging (Spbeyd Seiy

Ophthalmic

Fetal P P P P p BMD11C Note23457810,
_______11

Abdominal
Intraolperative p p p p p p BMDJC Note23457810*
Abdominal _____11

Intraolperative p p P P P P BMDC Note23457810,
Neurological ___ __ 11
Pediatric

small Organ p p p p p p IrylC Note 2 345 7 810.

Neonatal Cephalic
Adult Cephalic

Cardiac P P P P P P BMWD Note 23 45 7 810
_____________ ____15

Trans-esophageal
Transrectal
Transvaginal
Transurethral
-IntravascularI

Periherl vsselP p P P P PBMD1C Note234578 10,
Peihrl eslP1 11 15

Laparoscopic
Musculo-skeletal P P P p p 11CNte3 7 0
Conventi onal P P1
Musculo-skeletal BMI)C Note 234 57810o,
Superficial P p P p PP1
Other (specify)

N = new indication: P =previously cleared by FDA KO 121138.122825

Additional Comments:
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 15 AHP
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 1 0(k)

S1000 510(k) Submission Page 24 of 28



Siemens Medical Solutions, Inc. S1000 Ultrasound System

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: EVSC4 Transducer for use with ACUSON 51000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

CliniK IT -i AplctoiAB M PD D CoorAmplitude Color Cmie teClinical pplicatio Mj PWDC D oppler Doppler Velocity (Seiy (pcf)
Imaging (Speify) (Speify

Ophthalmic
Fetal - P P p p p p BMDC Note234578 10
Abdominal p p p p p p. BMDC Note23457810
Intraoperative
Abdominal
lntraolperative
Neurological
Pediatric
Small Organ
Neonatal CephalicI
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal

Transvaginal p p p p p p SMOC Note 2 345 67 8
_____10

Transurethral
Intravascular
Peripheral vessel

Miuscruloseletal
Conventional
Muscu 1-skeletal
Superficial
Ot1her _(specify)

IN = new indication: P =previously cleared by FDA KO 121 138, 122825

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

Concurrence of CDRH, Office oflIn Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 1 0(k)

31000 510(k) Submission Page 25 of 28



Siemens Medical Solutions, Inc. S10OO Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: VTM TEE Transducer for use with ACUSON S1000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application B M1 PWVD CWD Color Power Color Comnbined Harmonic Ote
A Doppler (Amplitude) Velocity (Specify) * Imnaging (Seiy

Doppler Imaging(Seiy
Ophtalinic
Fetal
Abdominal- P P P p p p pn P Note 4
I ntruoperative
Abdominal
[ntrauperative
Neiro log en I
pedfiatric - P P p p p p p p Note 4
Smnall Organ
(specil\1t

*

Neonatal Cephalic
AdUlt CCphalic
Cardia P P P P P P P P Note 4
Trans-esophiageal p p p p p P P P Note 4
Franisrectal

Transvaginal
Insurethral

iravascular
Peripheral Vessel

La7-paroscopic
Musculo-skeletal
(Conventonal)
M usculo-skeletal
(Superl'icial)
Other (specify)

Ppreviously cleared by the FDA under premarket notifications # K121138 122825

Additional Comments:
*Combinations include: B+M. B±PWD. B±C\VD. BA-Color Doppler. B-MA- Color Doppler. B±PWD4Color
Doppler. B+CWD±Color Doppler, BA-Power Doppler.

B-MAPOWER DOPPLER, B±PWD+POWER DOPPLER, BA-CWD+POWER DOPPLER, B±CIARIFY YE
Note 2 Ensemble tissue harmonic imaging
Note 4 Tissue Equalization Technology
Note 10 Clarify VE vascular enhancement technology

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health
5 10(k)

81000 510(k) Submission Page 26 of 28



Siemens Medical Solutions, Inc. S1000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: AcuNav BF Ultrasound Catheter for use with ACUSON S1000
Intended Use: Catheter is intended for intra-cardiac and intraluminal visualization of cardiac

and great vessel anatomy and physiology as wvell as visualization of other
devices in the heart of adult and pediatric patients.

Mode of Operation ____

Clinical Application A B NIM PWI) CWI) Color Poiner Color Combined Other:
Doppler (Amplitude) Velocity (Specify) * Harmonic

Doppler IImaging Imaging
-Ophcalmic

Fetal
Abdomnal ___________

(Vascular)
In tam)perat ive
(Neurological)
Pediatric P P P p p p P
Small Organ

Neonatal Cephalic
Adult Cephalic
Cardiac p, p p p P p

rans-esophageal
li-an srectat
Transvaginal
I ransuaret bra I
Intra-l-uninat P P p p p p p
Peripheral Vessel
Laparoseopic
M usculo-skeletal
Conventional
NIuseti Io-skeletal
Superficial
Other (Intra-Cardiac) F, PP P p ppp
P=PreviOuISly cleared by the FDA K121138, 122825

Additional Comments:
*Conmbinations include: B+-M. B+l'W[). B+CWD. B+Color Doppler. B-i-M+ Color

Doppler. R+PWkD+Color Dopple,-. fl+CWD--Color Doppler. B+Powcrr Doppler-

BI~+POWNER DOPPLER, B+l'NN'D+I'OW ER I)OIPLER. R-CWI)+POWFR I)OPPLER

Concurrence of CDRH. Offlce of In Vitro Diagnostics and Radiological Health (CIR)

(Division Sign Off)
Division of Radiological Health

Office of In lVitro Diagnostic and Radiological Health
5 10(k).
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Siemens Medical Solutions, Inc. S1000 Ultrasound System
Ultrasound Division 510(k) Submission.

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: AcuNav lOF Ultrasound Catheter for use with ACUSON S1000
Intended Use: Catheter is intended for intra-cardiac and intraluniinal visualization of cardiac

and great vessel anatomny and physiology as well as visualization of other
devices in the heart of adult and pediatric patients.

Mode of Operation ____

Clinical Application A B NI P%%'l) CWI)D Color Power [Color Combined Other:
Doppler (Amplitude) Velocity (Specify) * Harmonic

____________________Do pplecr Ilmaging _____ Imaging
Op htalminc
Fetal
Abdominal _ _ _ _

lntraoperarive
(Vascular)
lntraoperative
(Neurological)
Pediatric P P P P P P P
Small Organ
(Specify)'*
Neonatal Cephalic
Adult Cephalic
Cardiac P P p p p p p
-1rans-esophageal
Transrectal
Transvaginal
Iransurethral
Intra-Luminal - P P P P P P P
Peripheral Vessel ______

[aparoscopic
MoSColo-skeletal
C onventional
NIusculo-skeletal
Superficial
Other (mtra-Cardiae) -. P P P P P P P
P=Previously cleared by the FDA K121138, 122825

Additional Comments:
*Combinations 1Cinlde: B+M. l3-1WL). B+CWD. 134Color Doppler. 13 +M4 Color,
Doppler. B+PWD+Color+ Doppler. B+C'WDf-Colo Doppli. t34Powcr Doppler.

B+M**+POWNER DOPPLER, B+PWI)+POWER DOPPlLER, l1±CWD+POWEIZR DOPPLER

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of/In Vitro Diagnostic and Radiological Health
510(k) K130619
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